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Evaluation ofa palliatve care service: problems and pitfalls
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Abstract
Objective-To evaluate a palliative care home

support team based on an inpatient unit.
Design-Randomised controlled trial with waiting

list. Patients in the study group received the service
immediately, those in the control group received it
after one month. Main comparison point was at one
month.
Setting-A city of 300 000 people with a publicly

funded home care service and about 200 general
practitioners, most ofwhom provide home care.
Main outcome measures-Pain and nausea levels

were measured at entry to trial and at one month, as
were quality of life for patients and care givers'
health.
Results-Because of early deaths, problems with

recruitment, and a low compliance rate for com-
pletion of questionnaires, the required sample size
was not attained.
Conclusion-In designing evaluations of palliative

care services, investigators should be prepared to
deal with the following issues: attrition due to early
death, opposition to randomisation by patients
and referral sources, ethical problems raised by
randomisation of dying patients, the appropriate
timing of comparison points, and difficulties of
collecting data from sick or exhausted patients and
care givers. Investigators may choose to evaluate a
service from various perspectives using different
methods: controlled trials, qualitative studies,
surveys, and audits. Randomised trials may prove to
be impracticable for evaluation ofpalliative care.
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Introduction
Many patients drop out of randomised clinical trials,

and alternative trial formats have been considered.'
Trials of palliative care (hospice) services present
unique difficulties, both ethical and methodological.2
Only three randomised clinical trials of palliative
care have been reported3-5; two are of home based
services.35 We report a randomised clinical trial of a
palliative care home support team in London, Ontario,
that did not succeed in attaining the intended sample
size. We report it because an account of the difficulties
we encountered may be helpful to those planning
similar studies.
The palliative care home support team, based on a 14

bed palliative care unit, consisted of two experienced
palliative care nurses (working one week on, one off),
one physician, and a part time social worker. Because
of the range ofhome care services available already, the
team was planned to be a consulting and support
service for family physicians and home care nurses.
Within three days of referral by a family doctor or
nurse (with family doctor's agreement) one of the team
nurses carried out a full assessment in the home.
The nurse's assessment and recommendations were
discussed with the team doctor, then sent to the family

doctor with copies to the visiting nurse and home care
case manager. A consultation by the team doctor was
available on request. All new and active cases were
discussed at the weekly team meeting.
The involvement of the team after the initial assess-

ment depended on the wishes of the patient and family
and on negotiation with the family physician and home
care nurse. In a few cases there was no further contact
with the patient or care givers; in others, progress was
followed by telephone calls; in some, a close relation-
ship developed and periodic visits were made to the
home. One of the team nurses, with physician back up,
was available 24 hours a day, and patients were given a
number to call if their home care nurse or family doctor
could not be reached. Patients were thus able to get
advice from the team or a home visit when problems
arose at any time ofthe day or night.
The evaluation study started after the service had

been available for 18 months. It was undertaken
to stengthen the case for continuing funding. The
randomised design was chosen because of its rigour
and also because we felt that it would increase the
likelihood of the evaluation being funded. We random-
ised patients into a "waiting list" group who waited
four weeks for assessment by the team and a group
given immediate intervention. Emergency consulta-
tion by the team physician was made available for
patients in the waiting list group if requested by the
family physician.
The main outcome measures were pain and nausea,

for which the McGill pain questionnaire6 and the
Melzack nausea questionnaire7 were used. Other out-
come measures were the patient's quality of life,8 and
the care giver's health.9 10
The number of patients necessary for the trial was

calculated on the basis of a reduction of 33% in the
main outcomes of pain and nausea. With an a level of
0 05 and a [3 of 0-20, it was calculated that 110 patients
would be required for each group, allowing for 20%
attrition. The likely rate of intake and the eligibility
criteria were determined by chart review of patients
referred to the care team. The eligibility criteria were:
aged 18 years or over; being cared for at home by an
eligible care giver; having symptomatic cancer which
had metastasised or spread to surrounding tissues; and
expected to survive for two months. We chose two
months as the predicted minimal expectation of life
because of the evidence that physicians can make
reasonably accurate predictions of survival being
greater or less than two months."
The project coordinator assessed eligibility and

conducted randomisation using a computer generated
table of random numbers. A research assistant, who
was blind to the assignment, visited the home to give
more details of the study; obtain written consent;
and explain the questionnaires, including the Melzack
three day nausea and pain diary, and leave them with
the patient and care giver. The assistant visited again
after three days to collect the questionnaires then

BMJ VOLUME 309 19 NOVEMBER 19941340



notified the coordinator that baseline data collection
was completed. Data collection was repeated at
one and two months, one month being the main
comparison point.
Within three months of the start of the study, two

major problems emerged. A large and unexpected
attrition rate (due to death before one month) played a
large part in our failure to attain the numbers required
for adequate statistical power. Conversely, some
patients were not entered in the study because of a
predicted early death, then found to be eligible when
assessed by the care team. Secondly, the number of
eligible referrals varied widely from month to month,
with the average being less than predicted. Strenuous
efforts were made to attract referrals, including an
information sheet for family doctors and presentations
to medical meetings. These efforts led to short lived
increases, but the average intake for the study as a
whole was below the target.
Two other problems emerged: admission of the

patient to the palliative care unit soon after baseline
measurements, either due to inaccurate prognosis or
unexpected deterioration; and failure of some patients
and care givers to complete the questionnaires at one
month. Admission of patients in the control group to
the palliative care unit exposed them to a standard of
palliative care equivalent to that offered by the pallia-
tive care home support team. Failure of patients to
complete questionnaires and diary at one month was
due to weakness, exhaustion, or cognitive impairment.
Failure in care givers was unexplained but is to be
expected in people going through a devastating and
exhausting experience.
During the trial 307 patients were referred, an

average of 3-7 per week. Of these, 141 were ineligible
and 20 either refused to participate or died before
randomisation. Of the 146 randomised, 53 were lost to
follow up before one month, 36 because of early death
and 14 because of failure to complete the one month
questionnaires. Only 74 care givers completed the
questionnaires. There were no clinically or statistically
significant differences between the experimental and
control groups on any ofthe measures at one month.

Discussion
Successful randomised trials are uncommon in

health services research. One survey found that only
seven out of about 1000 met criteria of adequate design
and execution.'2 The only trial in the literature com-
parable to ours had similar problems with patient
attrition but did attain its sample size.' It showed that
the services of a palliative care coordinator made little
difference to outcome.
Our study encountered insuperable problems with

recruitment, death before the comparison point,
failure to complete questionnaires, and exposure of
control group patients to specialised palliative care.
These problems can be attributed to the randomisation
process, to factors relating especially to palliative care
services, and to health services research in general.
Many patients refuse to participate in randomised
trials, and referring doctors may be reluctant to
participate.'
Our trial posed ethical problems in addition to those

inherent in any randomisation process. The main
ethical problem raised by randomisation is the denial of
a service or treatment to the control group. This is
not a problem when there is equipoise between the
two interventions being evaluated."3 Since 24 hour
coverage by people known to the patient was provided
by the home support team but not by any other agency,
it was difficult to claim equipoise in our study. Our trial
also meant denying some patients a service after it had
been available for 18 months. In the evaluation of

palliative care services, a waiting list control does not
solve the ethical problem. A one month waiting period
may not be a burden to patients with a stable condition,
but for patients who know that they are dying, even a
short wait is too long.
Other problems we encountered are likely to arise in

any trial of a palliative care service. As with our
patients admitted to the palliative care unit, it may be
difficult, under service conditions, to avoid exposure of
the control group to the experimental effect. Also,
dilution of the experimental effect can occur, as in the
study by Kane et al, in which patients randomised to
hospice care were cared for in general wards when
hospice beds were full.4

Additionally, the outcomes chosen for assessment
may not be sensitive to the benefits of the service and
the timing of measures may lead to underrecording of
the effects of the intervention. In our study, a patient
with no pain at baseline and one month might have had
a pain crisis between these points which was success-
fully managed by the team. The support team often
spent several hours in patients' homes, dealing with
distressing conditions such as restlessness, pain,
and dyspnoea in the last 48 hours of patients' lives.
Since the team became involved only because the
conventional services could not respond, the control
group would not have received these services. The
timing of measures in our study would not have picked
up these effects.
The difficulty patients and care givers have in com-

pleting questionnaires is to be expected in palliative
care studies. Although it makes for higher costs,
trained interviewers can be used to collect data.4 By
interpreting questions for patients and care givers, an
experienced interviewer can enhance the quality of the
responses and take account of factors such as cognitive
impairment, exhaustion, and distress. It is difficult,
however, for interviewers to remain blind to the
patient's group.
The small scale of interventions in palliative care

makes it difficult to be certain how much an effect, or
lack of effect, is due to the experience, training,
personal qualities, and commitment of the team
members or to the fit between the people and the
role. Because personal services are more difficult to
standardise than technical interventions, it is difficult
to draw general conclusions, and authors must
describe the service in detail.

ALTERNATVE METHODOLOGIES

Randomised trials may prove to be impracticable for
palliative care services. When all the problems of
randomisation are taken into account, the results of
randomised trials are often as difficult to interpret
as those of non-randomised controlled studies. The
emotional stresses of randomisation on the service
providers, and of recruitment on the research team,
should not be underestimated. Perhaps this is why so
few randomised trials of health services have been
reported.
Non-randomised controlled trials using matched

controls, with data collected by interview from patients
and care givers, have at least two defects: patients
selecting hospice care may be different in fundamental
ways from those choosing conventional care; and the
suitability of controls for hospice care has to be a matter
of judgment, rather than part of the normal process of
care. Studies using comparisons before and after
introduction of a service are also subject to bias from
secular change in the health care system. These designs
do, however, avoid the problem of the recruitment of
patients, and differences between groups can be at least
partially controlled by statistical methods, even though
the degree to which these techniques can standardise
groups is uncertain.'4 Before and after studies can be
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Randomised clinical trials of
palliative care service provide
ethical and methodological
difficulties-so researchers may
wish to use controlled trials,
qualitative studies, surveys, or
auditsfor evaluation
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Research implications

* Because of ethical and methodological diffi-
culties, only three randomised clinical trials of
palliative care have been reported
* This randomised trial did not succeed in
attaining the intended sample size
* The chief problems were early deaths, diffi-
culties in recruitment, and a low compliance rate
for completion ofquestionnaires
* Other methods for evaluating palliative care
services include controlled trials, qualitative
studies, surveys, and audits

enhanced by a detailed description of the changes
occurring during the time ofthe project.
No single evaluation is likely to be free from flaws.

Investigators should consider using different methods
in parallel studies. The task of evaluation, and often
the chosen method, differs according to the audience
being addressed.'5 A controlled study could be carried
out as well as an audit of records, a survey of users of
the service, and a qualitative study of the experiences
of providers and recipients. Important decisions are
rarely taken on the strength of a single study. To learn
as much as possible about a programme, and to provide
information for a variety of audiences, it may be
desirable to study it from several different perspec-
tives. To help readers to judge it for themselves,
investigators should provide as much contextual detail
as possible. In planning a study of palliative care,
investigators should take into account the likelihood of
attrition due to early death, opposition to randomisa-
tion by patients and referral sources, ethical problems
raised by randomisation of dying patients, the effect of
patients' and care givers' exhaustion on collection of
data, the possibility of control group patients receiving

the intervention, and the importance of the timing of
comparison points.
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A MEMORABLE PATIENT

His most cherished possession
I had been a consultant physician for about three years
when John came to my chest clinic one morning. I had
seen the radiograph before he came-it was unlikely to be
anything other than a carcinoma of the bronchus. The left
upper lobe was collapsed with a large hilar mass. He was
62 and looked unkempt-scruffy but clean-with big
muddy boots and heavy overcoat. He was a man of the
road, living in various hostels, and had no fixed abode or
relatives that he could recall. He had never married and
had no close friends. I never found out how he came to be
so alone but I think that he had chosen to lead his life in
this way for he was intelligent and well spoken and could
express his feelings clearly and gave a concise history.
Alcohol was not a major feature in his life.
Why do I remember this man out of the nearly 3000

people with lung cancer whom I have been responsible
for? I explained to him that there was something seriously
wrong and that in the circumstances it would be best to
admit him to hospital. I thought that he would probably
reject this advice, but he said that he would do anything I
suggested. Bronchoscopy confirmed the diagnosis of
adenocarcinoma and his liver was full of metastases. He
was anaemic, anorexic, and over a few days of observation
was clearly deteriorating.

I remember the ward round when I spoke to him. The
senior registrar, registrar, house physician, and finally a
student and sister crowded around his bed. The history
was presented by the student and the investigatory
findings discussed at the end of the bed. I sat on John's bed
and told him the bad news. I discussed the limited
management options. I said that whatever happened we

would like to look after him and keep him free of pain. I
asked if there was anything he would like to discuss with
me. He wanted to know ifhe would ever be able to feel the
rain on his face again, feel the warmth of the sun or feed
the pigeons in the city square. I had to say that I thought it
unlikely; the disease was quite advanced and I tried to lead
him on to the question ofhospice care. Could he, he asked,
see me alone on my next ward round.
By the next week he was terminally ill though in no

physical distress. I drew the curtains and sat on his bed. "I
realise I am dying," he said, "and I have no fear of death.
I have few possessions and no one in this world who loves
me, but I would like somehow to be remembered. I want
to give you something." I said that that really was not right
and that we were only too pleased to be able to look after
him. "No," he said, "this is different." It was his wish, his
bequest, his only possession of value. His uncle had given
it to him on his 21st birthday and he had always cherished
it. It was his pen for one of my children to use at school so
that the words written with it would somehow be part of
him and he would live on. I took the pen and thanked him.
"And now," he said, "I am ready to die, but I would like
to stay in this ward where I have been looked after so that
I will remember." I promised him that that would be so
and he died peacefully a few days later.
John's apparently simple life has often drawn me back

to reality in the face of medical and political debate and
argument, and taught me that medicine has something
that no manager can ever take from us as doctors.-NIGEL
J cooyE is a consultant in general and respiratory medicine in
Leeds
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